GAVILYTE G TM - polyethylene glycol 3350, sodium chloride, sodium bicarbonate, potassium chloride and sodium sulfate
anhydrous powder, for solution
GAVIS Pharmaceuticals, LLC

Rx only

DESCRIPTION

GaviLyte— G isawhite powder in a4 liter jug for reconstitution, containing 236 g polyethylene glycol 3350, 22.74 g sodium sulfate
(anhydrous), 6.74 g sodium bicarbonate, 5.86 g sodium chloride and 2.97 g potassium chloride. When dissolved in water to a volume
of 4 liters, GaviLyte — G (PEG-3350 (236 g) and Electrolytes for Oral Solution, USP) is an isosmotic solution, for oral administration,
having amildly salty taste. GaviLyte— G is administered orally or via nasogastric tube as a gastrointestinal lavage.

CLINICAL PHARMACOLOGY

GaviLyte — G induces a diarrhea which rapidly cleanses the bowel, usually within four hours. The osmotic activity of polyethylene
glycol 3350 and the electrolyte concentration result in virtually no net absorption or excretion of ions or water. Accordingly, large
volumes may be administered without significant changesin fluid or electrolyte balance.

INDICATIONS AND USAGE
GaviLyte— G isindicated for bowel cleansing prior colonoscopy and barium enema X-ray examination.

CONTRAINDICATIONS
GaviLyte— G is contraindicated in patients known to hypersensitive to any of the components. GaviL yte— G is contraindicated in
patients with gastrointestinal obstruction, gastric retention, bowel perforation, toxic colitis, toxic megacolon or ileus.

WARNINGS

Thelemon flavor pack is for use only in combination with the contents of the accompanying 4 liter container. No additional
ingredients, e.g. flavorings, should be added to the solution. GaviLyte — G should be used with caution in patients with severe
ulcerative colitis.

PRECAUTIONS

General

Patients with impaired gag reflex, unconscious, or semiconscious patients, and patients prone to regurgitation or aspiration should

be observed during the administration of GaviLyte— G, especialy if it is administered via nasogastric tube. If a patient experiences
severe bloating, distention or abdominal pain, administration should be slowed or temporarily discontinued until the symptoms abate.
If gastrointestinal obstruction or perforation is suspected, appropriate studies should be performed to rule out these conditions before
administration of GaviLyte— G.

Information for Patients

GaviLyte — G produces awatery stool which cleanses the bowel before examination. Prepare the solution according to the instructions
on the bottle. It is more palatable if chilled. For best results, no solid food could be consumed during the 3 to 4 hour period before
drinking the solution, but in no case should solid foods be eaten within 2 hours of taking GaviLyte—G.

Drink 240 mL (8 0z.) every 10 minutes. Rapid drinking of each portion is better than drinking small amounts continuously. The first
bowel movement should occur approximately one hour after the start of GaviLyte — G administration. Y ou may experience some
abdominal bloating and distention before the bowels start to move. If severe discomfort or distention occur, stop drinking temporarily
or drink each portion at longer intervals until these symptoms disappear. Continue drinking until the watery stool is clear and free of
solid matter. Thisusually requires at least 3 litersand it is best to drink al of the solution. Any unused solution should be discarded.

Drug Interactions
Oral medication administered within one hour of the start of administration of GaviLyte — G may be flushed from the gastrointestinal
tract and not absorbed.

Carcinogenesis, Mutagenesis, | mpairment of Fertility
Carcinogenic and reproductive studies with animals have not been performed.

Pregnancy

Category C. Animal reproduction studies have not been conducted with GaviLyte— G. It is aso not known whether GaviLyte—G
can cause fetal harm when administered to a pregnant woman or can affect reproductive capacity. GavilLyte — G should be givento a
pregnant woman only if clearly needed.

Pediatric Use
Safety and effectiveness in children have not been established.
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ADVERSE REACTIONS

Nausea, abdominal fullness and bloating are the most common adverse reactions (occurring in up to 50% of patients) to administration
of GaviLyte — G. Abdominal cramps, vomiting and anal irritation occur less frequently. These adverse reactions are transient and
subside rapidly. Isolated cases of urticaria, rhinorrhea, dermatitis and (rarely) anaphylactic reaction have been reported which may
represent allergic reactions.

Published literature contains isolated reports of serious adverse reactions following the administration of PEG-EL S productsin
patients over 60 years of age. These adverse events include upper Gl bleeding from Mallory-Weiss Tear, esophageal perforation,
asystole, sudden dyspnea with pulmonary edema, and “butterfly-like" infiltrates on chest X-ray after vomiting and aspirating PEG.

DOSAGE AND ADMINISTRATION

The recommended dose for adultsis 4 liters of GaviLyte — G solution prior to gastrointestinal examination, asingestion of this dose
produces a satisfactory preparation in over 95% of patients. Ideally, the patients should fast for approximately three or four hours prior
to GaviLyte — G administration, but in no case should solid food be given for at |east two hours before the solution is given.
GaviLyte— G isusualy administered orally, but may be given via nasogastric tube to patients who are unwilling or unable to drink
the solution. Oral administration is at arate of 240 mL (8 0z.) every 10 Minutes, until 4 liters are consumed or the rectal effluent is
clear. Rapid drinking of each portion is preferred to drinking small amounts continuously.

Nasogastric tube administration is the rate of 20 to 30 mL per minute (1.2 to 1.8 liters per hour). The first bowel movement should
occur approximately one hour after the start of GaviLyte — G administration.

Various regimens have been used. One method is to schedule patients for examination in midmorning or later, allowing the patients
three hours for drinking and an additional one hour period for complete bowel evacuation. Another method is to administer Gavil yte
— G on the evening before the examination, particularly if the patient is to have a barium enema.

Preparation of the solution: GaviLyte— G is prepared by filling the container to the 4 liter mark with water and shaking vigorously
several times to ensure that the Ingredients are dissolved. Dissolution is facilitated by using lukewarm water. The solution is more
palatable if chilled before administration. The reconstituted solution should be refrigerated and used within 48 hours. Discard any
unused portion.

HOW SUPPLIED

GaviLyte— G issupplied in adisposable jug, in powdered form, for oral administration as a solution following reconstitution. Each
jug has the attached lemon flavor pack, in powdered form, for the addition of the flavor packet by the pharmacist prior to dispensing.
Disposable Jug: polyethylene glycol 3350 236 g, sodium sulfate (anhydrous) 22.74 g, sodium bicarbonate 6.74 g, sodium chloride
5.86 g, potassium chloride 2.97 g and lemon flavor pack 2 g (optional). When made up to 4 liters volume with water, the solution
contains PEG-3350 17.6 mmol/L, sodium 125 mmol/L, sulfate 40 mmol/L, chloride 35 mmol/L, bicarbonate 20 mmol/L and
potassium 10 mmol/L.

STORAGE: Storein sealed container at 59° - 86°F. When reconstituted, keep solution refrigerated. Use within 48 hours. Discard
unused portion.

NDC 43386-090-19

Manufactured by:

Novel Laboratories, Inc.

Somerset NJ 08873

Distributed by:

GAVIS Pharmaceuticals, LLC

Somerset NJ 08873

GLB-090-4L-00
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Mixing information is an the base label, Package insert may be removed before dispensing,

NDC # 43386-090-19
GAVIS
PHARMACEUTICALS

FILLTO THETOP OF THE LINE ON BOTTLE

176 mmal/L palyethylene glycol 3250

TO PHARMACIST AND PATIENT:
Each disposable jug contains, in powdered form:

Gavilyte'-G

10 mmol/L potassium, 40 mmaolfL sulfate, 20 mmol/l bicarbonate, 35 mmel/L chloride and
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When reconstituted with water to a volume of 4 liters, this solution contains 125 mmel/L sodium,

M3

—_— R

E2g2

Ss2ts

£5529

[mR--av]

feess 2

E333E &
o -
00-Tr0B0-E1D £1980 N ‘jesiawog

077 feaqnasewnieyg slayD

:Ag parngiysig

£4980 M'N ‘lesiswog

" 'ssUojeloge] [Bap

:Ag pasmaegnuey

6L-080-98EEF DAN

“uoiyod pasUN PIBISI] "SiN0Y i Uiylm asn) “pejesabijal uognjos

daay .Um"_.z_._m_.BUE uayph ....me = .65 1B JauEuod ﬂm_www Ul 2is 139V H0LS
oW g

wrissejod pue oW o7 sjeUcqienlg oW SE SPLORS V0w oy aegns
oW 5z | Wnipos “joww 9%/} 05EE-D34 SUIEJUCD LOAN|OS Byl UBjEM LM
aunea sk 4 o) dn apew usuyp “(eucndo) B z yoed Josep uowsy pue B 157
apuo wnisselod ‘B 98°g spuopp wnipos ‘B /"9 SBUOGIEY WNipos ‘B p/77Z
{snouphyuz) sEgns wnipos ‘6 957 0SeE oodf auspinadiod [Bnp ajqesedsig
-Buisuadsip of Joud jsjaeuueyd auy Aq jayoed

JOAB]) BUY JO UOHIPPE By} Joj 'wuo) pasapmod ) yaed JOAR] uow paydElE au
sey finl yoe3 "uogmrsuosal Buimofjo) ucqnjos  SE LONEASIILUDE 210 J0) 'winy
pasapmod ul ‘Bnl ejqesodsip & ul paijddns s 9 = a)A7AED :03MNddNS MOH

*uojod pasnun fue
pIEDSIC "SIN0Y g UM Pasn pue pajesaBijal ag pnoys Uopnps papsucsal
8] “UCGEASIUIWPE 2i0i2q PIYD |t HGR|RIRd S0 S LOANIOS BU| TSEM

uuemaxn] Guisn Aq paje)iog) S| UoIN|OSSI] "PaNRSSIP 28 sjusipaubU sy ey
aunsua o] saw [eiases Apnoiobin Gueus pue sajem Ypm ¥IEw Ja)] + a1 o)
sauejuod ay) Bulgy Aq pasedasd s © —ayfqiveD (uonynjos ay) jo uonesedaly
"EWALA WNLEG B SAEY 0} 5| Jusled al ji APEjnamied ‘UojeulLExS

ol angaq fuiuens ay) Uo 9 = s)ATNES) JAISIUILIDE 0} S| POLIBL JLouY
“LolEnIens [amog slajdwos sy pouad noy suo [euoppe ue pue Buuup

Jo) sinoy sy susned sy Bumoge saie] 2o Bullowpiu Ul uoleulLUEKES

Joj sjualjed ajpayas o) S| POYISW aug) "pasn useq aney suawbal snouep,
"UOIELSIUILDE £ = BATIAES) JO LiEjS

B} Jajje Jnoy suo faiewnoidde nooo pnays JuslWaoL [amon 15 aul Tlnoy
Jad saa)] @) o) 7)) sinuw Jad W OF o) (Z Jo 818 80} 1B S| UojRRS|UjWpE
aqny sujseBosey AEnonupuoa sjUNoWe jlews Burkuup of pausjed s
uoroad uoea jo Bunjuup pidey “12sD $1 JuaSnjja [E28d 8} 10 PAWNSUOD &I
saa)| § [qun ‘sapnui g}, Aana (*zo g) W OFg Jo 8jEl E |E 51 UoIRSILIWDE
B0 "uDin|os By} yuup o) ajgeun Jo Buiimun aie oym sjuaned o) agny 2u}
-sefoseu ew uanb ag few jng ‘Aeio passsiuiwpe Afensn s o —alqnes

“uanll s1uonN|os BU) Bi0jag SINOL oM 1SES|

18 o uanB g pooj PIIRS PIOUS 3582 0U UL NG 'UBMRNSIUILEE § — siines

o) Joud sy Jnoj o saly) Aiewnxeidde Joj 158) pinoys sjuenzd sy fgesp
"sjuaned jo 3,56 Jano U daud Alojoepsges e poid asop sy} jo
isafiul se 'uoqeur [EunsaLy 0} Joud uogrios & — aifAeg jo siay]
&l Sjjnpe Joy as0p papuallLicoal oY) (NOILYHLSININOY ONY 39Ys0a
*013d buneydse pue Bupwon Jaye fziy 1saya uo sajeqpul aYHgLEINg,

pue ‘Bwapa Aeuowynd yum eaudsip uappns ‘Hojsése ‘voneioyad pabeudosa
‘iga) ssiap-ieofep woy Guipes)y |5 Jeddn apnju sjuese asienpe asay) “abe
10 siead pg Jano sjusged ul sjanpoud 573934 10 UonegSWILIDE By Bumogoy
SUOIIEE) BSIBADE SNOUSS J0 Spoda) palejos) SUIRILOD aunesal] paysijand
*suooeas oibuage wasasdad Aew yoym payodal Usag Ay UDMDES) J02E]
-fydeue (fjpuel) pue syiewsp ‘BayLI0uIL ‘BUEDLIN 0 sesed pajejos] Wipidel
apISONS PUB JUBISUIEY BJe Sungoeas asianpe asay | fpuanbay ssa)nooo
uenes [eue pue Buijiwon 'Ssdwess [Euuopgy 5 — sANEE J0 UeelSIuWpE
o} (suaned jo 9405 of dn u Bulinooe) SUCHIER) SSIEADE LOWWOD 1S0W

) zue Buisopy pue ssaun) PURLOPGE 'BaSnEN SNOLLOVIY 3SHIAAY
“paysi|EISa Uaad JoU aAEY UAIE{IYD U SSauaaaeya pue Ajajes tasq oujEpad
*papaall flieap 4

fjuo uewowm ueufiand e op usnf ag ppoys 9 - epfpes fpzeden angonpoudal
Jo8)E UED Jo Uewom Jueubied & o) paiaisiiupe UsUM WIBY |Ela) BSnED

LD 9 = BIA1BS) JBaUM UMOLY JOU OSJE 8| 1] "0 = 1 IABD) e Pejanpuod
Uasd Jou anBY SBIpNIS Uolanposdal [ewiy = Aobajes (faueubaig
“pauucpad Uaaq JouU SARY SIRWIUE YIIM Sapns snjanpaldal pue susbouae)
iKyipaa jo uauneduy sy A ‘s ujaie)

'pagIosgE J0U PUE

j06L [eusajuionsed el wWouy paysny 8q ABw £ — 8)ATNES) 0 UOTRISILILPDE 0
UELS DU} 0 INOU SUD UIYWH PaUSjSILILIDE UONEDALW [ei)) suonaeau Bnig
*popLeasip aq pjnous wonjos pasnun fuy “uoynjos

8L Jo [f2 JUUP 0] }s3q S| || pue sial] ¢ jses] |2 saunbai Afensn siL Jajeu
PIIOS J0 33y pue Jeap 8 [eos fsges au) [un Bupuup snunuog Jeaddesip
swopdwis asay) [mun spErsiY) Jabuoy 1e vonsod Yoes yuup Jo Aleiodws)
Bupjuup dojs Unaoo UonUSISIP J0 POJWIOISIP BIBASE || "BADW 0] RIS S|EMog

Al aunjaq uonuajsip pue Buneojg [EUILOPGE Bwos aouauadxa fEwW noj,
*UORRNSIEWPE £ = alATINES) J0 UETS 8y} saye Jnoy auo Afejewixosdde 1naoo
ppous Jamon a1y au | Asnonuguoa spunowe [lews Gusuup ey
Jayeq sl uojuod yoes o Bujuup pidey "sainuiw | Aene (20 g) TW 0FZ Juug

||||||||||||||||||||||||||||||| Doafinen

Bupee) Jo SINOLY Z UILGIM USIES 8Q SPOQ) PIOS PINOYS SSE2 OU U1 NG 'UoAN|es &)

Bunuup ssojaq pouad Jnoy § o] £ 34 Buunp pawnsuoa q pnoys pooj pjos

oU ‘sjjnsad 1524 Jod pagya jl apgeieied 20w S| | "o auY) U0 SUORINGSY|

ay) o Guspioooe uonnjos ay) aledald "UDNELIWENRS 20j8] faMoqg ) sesueap

yon Joojs Aajem B ssonposd  — apineS sjuaied Joj uojEwLoU|

"9 = 8 JAES) JO UDHEAS|UILIPE 840,80 SUOLIPUOD

858y Ino aju o) pauloued ag ppoys saipnis aieudoidde ‘patadsng

51 uojesopad Jo uolanasqe [eunsejuiensel J| sjege swejdwis ay) pun

panupuoss|p fuelodws) jo pamels 3q pNOYS Uopeqsuwpe ‘uwed [eu|uopge

Jo uonuielp ‘Buljeo|g susnas saousada Jusned g || sagn suiseboseu

BjA pRISISIURLPE S |Etoadsa ‘g = a)iTneS) jo uopeasuLDE sy} Buunp

parasqo ag pnoys uopeadse Jo vonepfinbal o) sucud siwaned pue ‘sjuaned

JOSU0DILIES J0 1 ‘wafyas Beb posedu m suaged

‘SNOLLNYO3Yd

*sllIja0 aneseo)n asanas uim sjuaned ul uognes

Uim pasn aq pjroys © — i nen "uolnjos a4} o) pappe aq pjnoys ‘shuoney

“Bva 'sjuaipasbu| |evogippe o wauRweD J8)  Buiuedwonoe sy jo sjuajuon

2y yiIm BoREUIgWED U) Auo asn io) 51 ¥oBd JarEl UoWS| 8y] SONINYYM

*sna|l Jo uojooefiaw awo; ‘sqjon ono)

T d [amoq ‘uor augsed ‘uan Uy sjuaped
Ul pajeaipUIBLLeD §1 ©) = st sjuauod !

_“E_” E fue 2 i 8q

0] Umoly sjuaned Uy paieapuIzqued 5 & — aiines) (SNOLLY DIONIVELNGD

“unljeuwexa Ay Blsus wnueg pue fdossouops o) soud

Buisueap [amoq Joj pejeaipul s 9 — s)0MeS :39YSN ONY SNOLLYIONI

*zoue(eq alfdosg Jo ping Ul saBueys JueayuBs Inow passisIuILIpE

a0 Aew sawnpoa afie) AjGuipioooy SEEM JO SUDT O UCTAlaXE 0 UojjdIosce

18U ou AfENIA Ul y|nsas LoNEUSIUCD Slfjanosa ay) pue pSeE Joadjh aua

Hiyjafjod jo A1anoe DnowWso 8y "SI0y INoj LM A|ENSn ‘|Brmog au) sesueafp

Apides yaiym eayLelp e sa0npul 5 = 41D SADOT0DYINEYHL TVIINDD

“afiene] feur ioupset e g8 agn) ouiseb Elf Jo AfRI0 pauaisiuiLIpe

§1 5 = e nes “a)se) Afes Appu e Buiney 'uoqensiuiwpe (el o) ‘uonnjos

D[OWSOS| UE §1 {4SM 'UonneS IO so) saifjoaoag pue (Bagz) 05ee-D3d) 9

=) TnED 'SI3j| O SWNJOA B 0] JAEM Ul PAAISSIP USUN, "SPUOIYD Wnissejod

b 1§77 pue spuojya wnipos B gg's ‘sjeuanieaiq wnipos B 79 {snospiyue)

ajejIns wnipos B ,°77 ‘psee Ieaklb avajiyjadiod B gez Buiureiuos ‘uo

~nyjsucsas o} Snl el ¢ & ul Jepwod apym e 5| © - alfqines (NOILIIYOS3a
Ajuo xy

(dsn ‘uoanjes =10 so) safenoa3 pue (B9gz) 0sEe-03d)
9= 214711ED

page 3 of 3



